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 Purpose 
The goal of the Optel Pilot Project with the FDA is to show that it is possible to meet the Drug Supply 
Chain Security Act (DSCSA) requirements related to interoperable, electronic tracing of products at the 
package level, specifically the enhanced requirements for package level tracing and verification that will 
go into effect in 2023. 

 Scope 
The purpose of the present document is to provide documented evidences that the transfer of 
serialization data to and from all the different parties of the pharmaceutical products distribution chain can 
be done during the processing of the physical serialized products, without any corruption or blocking 
issue, from the manufacturer to the dispenser. 

The test strategy that was determined to demonstrate this interoperability consists mainly in modifying 
physical EPC dispositions on simulated physical products at each stage of the distribution chain, and to 
reconciliate the simulated physical products dispositions with the EPCIS serialization data after each 
modification of an aggregation. The intention behind this strategy is to simulate a distribution scenario 
compliant with the Drug Supply Chain Security Act (DSCSA) requirements which is as close as possible 
to a real-life compliant pharmaceutical products distribution use case. 

The present document is loosely based on validation standards in order to produce relevant technical test 
evidences, and is to be filled up according to the Good Documentation Practices of the industry. It has 
previously been agreed with the FDA representative that no formal validation effort will be required in the 
course of this pilot project, since the simulated products that will be handled to demonstrate technical 
success of this pilot solution will not be actual pharmaceutical products to be sold on the market.  

No physical pharmaceutical product will be used for the tests included in the present document. Physical 
products will be simulated with printed labels. When a reference to a pallet is stated in the test script, it 
always refers to a simulated pallet that will take the physical form of printed label and the virtual form of 
aggregated serial numbers. 

The following companies are involved in this pilot project: 

• Solution provider 
o Role: To provide the serialization systems required to transfer serialization data to all 

the involved parties. 
o Name of company representative: Simon Bastarache 

• Manufacturer: ANI Pharmaceuticals 
o Role: To produce the initial serialized and aggregated homogenous pallet simulations 

on a serialized packaging line. To rework these pallet simulations in the warehouse to 
make them heterogenous. 

o Name of company representative: Matt Haataja 
• Distributor: McKesson 

o Role: To rework the heterogenous pallet simulations at the distribution site. 
o Name of company representative: Khushboo Joshi and Brian Schmidt 

• Dispenser: simulated by McKesson and Optel 
o Role: To reconciliate the simulated delivered products with the related serialization 

repository data. 
o Name of company representative: Julien Galibois-Sauvageau 

  

https://www.fda.gov/drugs/drug-supply-chain-integrity/drug-supply-chain-security-act-dscsa
https://www.fda.gov/drugs/drug-supply-chain-integrity/drug-supply-chain-security-act-dscsa
https://www.fda.gov/drugs/drug-supply-chain-integrity/drug-supply-chain-security-act-dscsa
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 Test Strategy 

 

3.1 Assumption 
The tests are meant to be executed by technical experts familiar with the Optel solutions. The people 
executing the tests must understand the Optel systems environments. 

The tests are to be reviewed by a trained compliance specialist for test results accuracy and tests 
documentation compliance with the Good Documentation Practices of the pharmaceutical industry. 

3.2 General Procedure 
Ensure that all information spaces in the test scripts are completed as the testing is performed. If a page 
is blank or information is not applicable, then cross it out with a single line and write “N/A”. Print and sign 
your name then date the section that has been crossed out. 

Verify that all the test actions produce the expected outcome and provide a test evidence for each 
outcome. If any outstanding item is observed during a test action, document all the related information in 
the Comments section. 

The person filling the test script must sign and date the Performed by / Date spaces. The execution 
should be verified, and then the revision should be signed and dated in the Reviewed by / Date boxes at 
the end of each test section. 

Attach all supporting documentation must be attached to the present document. 

 Prerequisite Steps 
1. Ensure a demo environment is created for the serialization data management in the course of 

this pilot project. 
2. Ensure the Optel systems installed at ANI Pharmaceuticals are functional and can produce 

data for at least two (2) simulated pallets with two (2) different types of product. Ensure a label 
sample is available for each simulated product package. 

3. Ensure the Kompano system is functional and communicates with the Verify Platform without 
any issue. 

4. Ensure the Verify Platform is configured to send shipping event to McKesson without any 
issue. 

5. Ensure that a Dispenser is simulated and is ready to receive serialization data. 
6. Ensure the McKesson system can send serialization data to the simulated Dispenser. 
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Comments / Additional Information 

N/A  

Performed by:  Date:  

Reviewed by:  Date:  
 

# Test Action Observed Result Test Evidence 
Step 3 Reconciliation 

9.  

Note the Pallet 1 contents labels EPCs and reconciliate the 
printed EPCs with the EPCIS report aggregation information for 
this pallet: 

Partial PA1 SSCC: ____________________________________ 

Partial CA1 SGTIN: ____________________________________ 

CA5 SGTIN: _________________________________________ 

CA7 SGTIN: _________________________________________ 

CA4 SGTIN: _________________________________________ 

EA4 SGTIN: _________________________________________ 

EA13 SGTIN: ________________________________________ 

EA14 SGTIN: ________________________________________ 

EA15 SGTIN: ________________________________________ 

EA16 SGTIN: ________________________________________ 

EA17 SGTIN: ________________________________________ 

EA18 SGTIN: ________________________________________ 

The EPCIS report contains the Pallet 1 
EPCs and the pallet aggregation data 
matches the physical pallet configuration. 

- CA7 is aggregated to PA1 
- CA3 is not aggregated to PA1 

anymore 

EPCIS Serialization Report 
Identification: 

_____________________________ 

_____________________________ 

_____________________________ 

 

Simulated Products Labels Location: 

_____________________________ 

_____________________________ 

_____________________________ 
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Comments / Additional Information 

N/A  

Performed by:  Date:  

Reviewed by:  Date:  
 

# Test Action Observed Result Test Evidence 

EA19 SGTIN: ________________________________________ 

EA20 SGTIN: ________________________________________ 

EA25 SGTIN: ________________________________________ 

EA26 SGTIN: ________________________________________ 

EA27 SGTIN: ________________________________________ 

EA28 SGTIN: ________________________________________ 

10.  

Note the Pallet 2 contents labels EPCs and reconciliate the 
printed EPCs with the EPCIS report aggregation information for 
this pallet: 

Partial PA2 SSCC: ____________________________________ 

CA2 SGTIN: _________________________________________ 

Partial CA3 SGTIN: ____________________________________ 

CA6 SGTIN: _________________________________________ 

CA8 SGTIN: _________________________________________ 

EA5 SGTIN: _________________________________________ 

EA6 SGTIN: _________________________________________ 

The EPCIS report contains the Pallet 
2EPCs and the pallet aggregation data 
matches the physical pallet configuration. 

- CA3 is aggregated to PA2 
- CA7 is not aggregated to PA2 

anymore. 

EPCIS Serialization Report 
Identification: 

_____________________________ 

_____________________________ 

_____________________________ 

 

Simulated Products Labels Location: 

_____________________________ 

_____________________________ 

_____________________________ 
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Comments / Additional Information 

N/A  

Performed by:  Date:  

Reviewed by:  Date:  
 

# Test Action Observed Result Test Evidence 

EA7 SGTIN: _________________________________________ 

EA8 SGTIN: _________________________________________ 

EA10 SGTIN: ________________________________________ 

EA11 SGTIN: ________________________________________ 

EA12 SGTIN: ________________________________________ 

EA21 SGTIN: ________________________________________ 

EA22 SGTIN: ________________________________________ 

EA23 SGTIN: ________________________________________ 

EA24 SGTIN: ________________________________________ 

EA29 SGTIN: ________________________________________ 

EA30 SGTIN: ________________________________________ 

EA31 SGTIN: ________________________________________ 

EA32 SGTIN: ________________________________________ 
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Comments / Additional Information 

N/A  

Performed by:  Date:  

Reviewed by:  Date:  
 

# Test Action Observed Result Test Evidence 
Step 4: Final Reconciliation at Simulated Dispenser 

11.  Reconciliate the Pallet PA1 contents with the related EPCIS 
report. 

The whole Pallet PA1 contents is logged 
in the related EPCIS report. 

EPCIS Serialization Report 
Identification: 

_____________________________ 

_____________________________ 

_____________________________ 

 

Simulated Products Labels Location: 

_____________________________ 

_____________________________ 

_____________________________ 

12.  Reconciliate the Pallet PA2 contents with the related EPCIS 
report. 

The whole Pallet PA2 contents is logged 
in the related EPCIS report. 

EPCIS Serialization Report 
Identification: 

_____________________________ 

_____________________________ 

_____________________________ 

 

Simulated Products Labels Location: 

_____________________________ 

_____________________________ 

_____________________________ 
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Documented by:  Date:  

Reviewed by:  Date:  
 

 Overall Pilot Project Observations 
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